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DETAILED ACTION 

1 . In response to the Preliminary Amendment filed on June 1 5 , 2006, claims 1 - 1 8 are 
pending. 

Information Disclosure Statement 

2. Applicant is informed that the World document WO 96/2727404 cited on the 
information disclosure statement filed June 15, 2006 has been corrected as --WO 96/27404--, so 
as to overcome the typographic error. No further action is required. 

Drawings 

3. The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(4) because 
reference character "37" has been used to designate both "a space" and "a tubular section"; and 
reference characters "6" and "15" have both been used to designate "the oesophagus". Corrected 
drawing sheets in compliance with 37 CFR 1.121(d), or amendment to the specification to add 
the reference character(s) in the description in compliance with 37 CFR 1 .121(b) are required in 
reply to the Office action to avoid abandonment of the application. Any amended replacement 
drawing sheet should include all of the figures appearing on the immediate prior version of the 
sheet, even if only one figure is being amended. Each drawing sheet submitted after the filing 
date of an application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, the 
applicant will be notified and informed of any required corrective action in the next Office 
action. The objection to the drawings will not be held in abeyance. 
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Specification 

4. The disclosure is objected to because of the following informalities: The terms "stiffener 
2" (Pg. 7, line 12) and "strip 19" (line 19) should be respectively recited as -stiffener 10- and - 
strip 9—, so as to overcome the typographic error. In addition, the description of the reference 
number "13" in Fig. 2 is missing. Appropriate correction is required. 

Claim Objections 

5. Claim6 is objected to because of the following informalities: The term 
"approximately6cm" should be recited as -approximately 6 cm--, so as to clarify the typographic 
error. Appropriate correction is required. 

Claim Rejections - 35 USC § 112 

6. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 10 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Regarding claim 10, the phrase "such as" renders the claim indefinite because it is 
unclear whether the limitations following the phrase are part of the claimed invention. See 
MPEP § 2173.05(d). 
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Regarding claim 13, the antecedent basis for "the flexible stiffener" has not been clearly 
set forth. 

Regarding claim 18, the recitation therein is unclear and confusing. It is not understood 
as to whether it is an independent claim or dependent claim. If it is an independent claim, then 
all the needed structural elements must be clearly set forth thereto. If it is a depe4ndent claim, 
then the preamble is inconsistent. In addition, the phrase "such as" renders the claim indefinite 
because it is unclear whether the limitations following the phrase are part of the claimed 
invention. See MPEP § 2173.05(d). 



Claim Rejections - 35 USC §103 
7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 
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8. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

9. Claims 1-8, 1 1, 14 and 16-18 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Branson et al. (US Pat. No. 4,327,720). 

Regarding claim 1, Figs. 1 and 6-12 of Branson et al. teaches respirator for a person or 
animal comprising a tube assembly (10) that is intended to be fed via the mouth and the pharynx 
towards the trachea (see Fig. 6) and an inflatable cuff (15b) that is provided at the distal end of 
the tube assembly, the cuff being equipped to form a seal between the wall of the tube assembly 
and a wall of the pharynx when it is in the inflated state (see Fig. 8), the tube assembly having a 
first tube part (9) and the tube assembly having a length suitable for bringing the distal end of the 
first tube part to the entry to the trachea while the proximal end of the tube assembly is outside 
the mouth (see Fig. 10). It is noted that Branson et al. does not teach that the cuff has a distal 
cuff part intended to extend into the oesophagus and, in the inflated state, to close off the 
oesophagus, and in that the distal cuff part has a constriction zone which, in the inflated state, 
provides a constriction in the distal cuff part. However, Branson et al. teaches a second cuff 
(15a) that extends into the oesophagus and, in the inflated state, closes off the oesophagus (see 
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Fig. 10), and in that the distal cuff part has a constriction zone which, in the inflated state, 
provides a constriction in the distal cuff part (Fig. 10 shows cuff 15a being constricted by the 
esophagus). Hence, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to combine cuffs 15a and 15b into a single cuff in order to form a single seal 
against the walls of the body rather than two separate seals. 

Regarding claim 2, it is noted that Bronson et al. does not explicitly teach that the 
constriction zone has a length of 1 to 4 cm. However, Bronson et al. also does not mention any 
length for the constriction zone but the device of Bronson et al. could very well have a 
constriction zone with a length of 1 to 4 cm in order to properly fit the esophagus of a patient. 
Hence, it would have been obvious to one of ordinary skill in the art at the time the invention 
was made to use a constriction zone length of 1 to 4 cm in the device of Bronson et al. in order to 
properly fit the cuff into a patient. 

Regarding claim 3, Bronson et al. teaches that the distal part of the cuff has, distal to the 
constriction zone, a section that is tubular in the inflated state (see Figs. 8-1 1). 

Regarding claim 4, it is noted that Bronson et al. does not explicitly teach that the tubular 
section has a length of 1.5 to 10 cm. However, Bronson et al. also does not mention any length 
for the tubular section but the device of Bronson et al. could very well have a tubular section 
length of 1 .5 to 10 cm in order to properly fit the esophagus of a patient. Hence, it would have 
been obvious to one of ordinary skill in the art at the time the invention was made to use a 
tubular section length of 1 .5 to 10 cm in the device of Bronson et al. in order to properly fit the 
cuff into a patient. 
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Regarding claim 5, it is noted that Bronson et al. does not teach that the length of the 
tubular section is longer than approximately 2 cm. However, Bronson et al. also does not 
explicitly mention any length for the tubular section but the device of Bronson et al. could very 
well have a tubular section length of longer than approximately 2 cm in order to properly fit the 
esophagus of a patient. Hence, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to use a tubular section length of longer than approximately 2 
cm in the device of Bronson et al. in order to properly fit the cuff into a patient. 

Regarding claim 6, it is noted that Bronson et al. does not explicitly teach that the length 
of the tubular section is shorter than approximately 8 cm and is preferably shorter than 
approximately 6 cm. However, Bronson et al. also does not mention any length for the tubular 
section but the device of Bronson et al. could very well have a tubular section length of shorter 
than approximately 8 cm and preferably shorter than approximately 6 cm in order to properly fit 
the esophagus of a patient. Hence, it would have been obvious to one of ordinary skill in the art 
at the time the invention was made to use a tubular section length of shorter than approximately 
8 cm and preferably shorter than approximately 6 cm in the device of Bronson et al. in order to 
properly fit the cuff into a patient. 

Regarding claim 7, Bronson et al. teaches that the tube assembly has a second tube part 
(11) with a length suitable for introducing the distal end of the second tube part into the 
oesophagus whilst the proximal end of the second tube part is outside the mouth (see Fig. 10). 

Regarding claim 8, Bronson et al. teaches that the cuff is provided around the distal end 
of the tube assembly and in that the distal end of the second tube part extends through the cuff in 
a sealed manner (see Fig. 10). 
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Regarding claim 11, Bronson et al. teaches that the inside of the second tube part has a 
circular cross-sectional shape (see reference 11' in Fig. 13). 

Regarding claim 14, Bronson et al. teaches that the cuff, or at least a proximal part 
thereof, is so fitted asymmetrically on the tube assembly and also has such a shape that, when the 
proximal part of the cuff is in the inflated state in the pharynx, the proximal part of the cuff 
essentially fills the pharynx and pushes the distal orifice of the first tube part (9) in front of the 
entry to the trachea (see Fig. 10). 

Regarding claim 16, it is noted that Bronson et al. does not specifically teach that the 
interior of the proximal part of the cuff is in fluid communication with the interior of the 
remainder of the cuff, such that, in the inflated state, the same pressure prevails throughout the 
cuff. However, a single cuff would inherently be in fluid communication with itself and it is 
well-known in the art that expandable cuffs have the same pressure prevailing throughout the 
cuff, as they are the same concept as a typical balloon. 

Regarding claim 17, Bronson et al. teaches that the part of the cuff that, in the inflated 
state, is located in the pharynx has a wedge-like shape with a greater volume proximally than 
distally, such that this part of the cuff located in the pharynx, in the inflated state, pushes the 
respirator towards the oesophagus (Fig. 10 shows that cuff 15b has a greater volume than cuff 
15a; and both cuffs 15a and 15b push the respirator towards the esophagus). 

Regarding claim 18, Bronson et al. teaches a combination of the respirator and a probe 
(21), such as a stomach tube, duodenum tube or feeding tube, wherein the probe is suitable for 
insertion through the second tube (see Fig. 10). 



Application/Control Number: 10/583,036 Page 9 

Art Unit: 4177 

10. Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over Bronson et al. (US 
Pat. No. 4,327,720) in view of Niklason et al. (US Pat. No. 6,443,156 Bl). 

Regarding claim 9, it is noted that Bronson et al. does not teach that the interior part of 
the first and second tube parts are separate from one another as required. However, Niklason et 
al. teaches an endotracheal tube with double lumens (see Fig. 3A). Hence, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to modify the 
device of Bronson et al. with the feature of the interior part of the first and second tube parts are 
separate from one another as taught by Niklason et al., as both Bronson et al. and Niklason et al. 
are directed to the respirator for a person or animal. The rationale to modify the device of 
Bronson et al. with the double lumen system is to prevent the contents of the first and second 
tube parts from possible mixing. 

11. Claims 10 and 15 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bronson et al. (US Pat. No. 4,327,720) in view of O'Neil (US Pat. No. 5,865,176). 

Regarding claim 10, it is noted that Bronson et al. does not specifically teach that the 
inside of the second tube part has a non-circular cross-sectional shape, such as an oval 
crosssectional shape as required. However, O'Neil teaches that such feature of a tube having a 
non-circular cross-sectional shape (see tube 52 in Fig. 3) is old and well known. Hence, it would 
have been obvious to one of ordinary skill in the art at the time the invention was made to 
modify the device of Bronson et al. with the feature of the inside of the second tube part has a 
non-circular cross-sectional shape, such as an oval crosssectional shape as taught by O'Neil, as 
both Bronson et al. and O'Neil are directed to the respirator for a person or animal. The rationale 
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to modify the device of Bronson et al. is to provide a tube shape that can accommodate similar 
probe tube shapes. 

Regarding claim 15, Bronson et al. teaches that the tube assembly has a curved shape (see 
Fig. 10). It is noted that Bronson et al. does not specifically teach that the distal orifice of the 
first tube part, viewed in the radial direction, is provided on the inside of the second tube part as 
required. However, O'Neil teaches that such feature of an aperture (20) at the distal end of a 
tube (14) that, when viewed in the radial direction, is provided on the inside of the second tube 
part (32) is old and well known. Hence, it would have been obvious to one of ordinary skill in 
the art at the time the invention was made to modify the device of Bronson et al. with the feature 
of the distal orifice of the first tube part, viewed in the radial direction, is provided on the inside 
of the second tube part as taught by O'Neil, as both Bronson et al. and O'Neil are directed to the 
respirator for a person or animal. The rationale to modify the device of Bronson et al. is to 
provide an alternative way for the first tube part to communicate with the trachea of a patient. 

12. Claim 12 and 13 are rejected under 35 U.S.C. 103(a) as being unpatentable over Bronson 
et al. (US Pat. No. 4,327,720) in view of Brain (US Pat. No. 5,682,880). 

Regarding claim 12, it is noted that Bronson et al. does not explicitly teach that a flexible 
stiffener that extends as far as the tip of the distal part of the cuff is provided in the distal part of 
the cuff as required. However, Brain teaches that such feature of a laryngeal mask airway with a 
guide passage (20) and stiffener (21) that helps install the device in a patient is old and well 
known. Hence, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the device of Bronson et al. with the feature of the flexible 
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stiffener that extends as far as the tip of the distal part of the cuff is provided in the distal part of 
the cuff as taught by Brain, as both Branson et al. and Brain are directed to the respirator for a 
person or animal. The rationale to include the guide passage and stiffener in the device of 
Branson et al. is to provide for easy patient intubation. 

Regarding claim 13, it is noted that Branson et al. does not explicitly teach that the 
second tube part runs through the flexible stiffener as required. However, Fig. 1 of Brain teaches 
that such feature of a guide passage (20) and stiffener (21) that lie on the outside of an airway 
tube (10) is old and well known. Hence, it would have been obvious to one of ordinary skill in 
the art at the time the invention was made to modify the device of Branson et al. with the feature 
of the second tube part runs through the flexible stiffener as taught by Brain, as both Branson et 
al. and Brain are directed to the respirator for a person or animal. The rationale to include the 
guide passage and stiffener in the device of Branson et al. is to provide for easy patient 
intubation. 



Conclusion 

13. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

Young (US Pat. No. 4,230,108) teaches a flexible esophageal tube with inflatable cuffs 
fixed below and above the tracheal entrance. 

Don Michael (US Pat. No. 5,339,808) teaches an intubation device composed of multiple 
hollow tubes with inflatable cuffs that can be inserted into the patient's trachea or esophagus. 
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Dragisic (US Pat. No. 6,536,437 Bl) teaches an airway system with a flexible tube and a 
single inflatable cuff with distal and proximal ends. 

14. Any inquiry Regarding this communication or earlier communications from the examiner 
should be directed to KAIYEU CHU whose telephone number is (571)270-5376. The examiner 
can normally be reached on Monday-Friday 8:30am-5 :00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joe H. Cheng can be reached on 571-272-4433. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/K. C.I 
11/09/2009 



/Joe H Cheng/ 

Supervisory Patent Examiner 
Art Unit 4177 



